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Examiner 

Bruck Kifle, Ph.D. 



Applicant(s) 

CARINI, DAVID J. 



Art Unit 

1624 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO penod for reply «s specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended penod for reply will, by statute, cause the application to become ABANDONED (35 U S C § 133) 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed mav reduce anv 
earned patent term adjustment. See 37 CFR 1 .704(b). ' y y 

Status 

1 )KI Responsive to communication(s) filed on 23 February 2004 . 
2a)Q This action is FINAL. 2b)(Sl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-59 is/are pending in the application. 

4a) Of the above claim(s) 39.48.49 and 59 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Kl Claim(s) 1-38.40-47 and 50-58 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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Applicant's amendments and remarks filed 2/23/04 have been received and 
reviewed. Claims 1-59 are pending in this application. 

Claims 39, 48, 49 and 59 are withdrawn from consideration. 

Claim Rejections - 35 USC § 112 

Claims 1-38, 40-47 and 50-58 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The term "prodrug" renders the 
claims indefinite because one skilled in the art cannot say which prodrug is intended. 
Applicants point to pages 35-37 of the specification for support of this term. However, 
only a general discussion of prodrugs is present in these pages. Arriving at prodrugs for 
individual pharmaceuticals requires much research. One skilled in the art cannot say 
which prodrugs would work and which one would not without undue experimentation. 
Therefore, the claims are indefinite because one cannot say which prodrug is intended. 

Claims 40-47 and 50-58 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claims contain subject matter 
which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The basis of this rejection is the same as given in the previous office action 
and is incorporated herein fully by reference. Applicant's arguments have been fully 
considered but not found persuasive. Applicants are asserting that by inhibiting CDK all 
of the disorders recited can be treated. This is prima facie not enabled. 
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Take for example "neurodegenerative disorders." There is no such an agent, 
which can treat neurodegenerative disorders, generally. That is because 
neurodegenerative disorders are extremely varied in origin and nature of effect. The 
origin and the nature of many neurodegenerative disorders such as Huntington's disease, 
Pick's disease, Frontotemporal dementia, Cerebro-Oculo-Facio-Skeletal (COFS) 
syndrome (cranofacial and skeletal abnormalities), Motor neuron disease (muscle 
weakness), Corticobasal ganglionic degeneration, Creutzfeldt- Jacob disease (fatal 
disease), Dementia with Lewy bodies, and Progressive supranuclear palsy Dementia are 
different one from the other. Many neurodegenerative disorders are unbeatable to this 
day. 

The symptoms and nature of these diseases are also different one from the other. 
It can be shown that many of these neurodegenerative disorders have different origin and 
nature of effect. Some neurodegenerative disorders are hereditary (Charcot-Marie-Tooth 
disease). Many neurodegenerative disorders vary in how they affect the body and its 
functions. Diseases such as Cerebral palsy, and Parkinson's disease affect the movement 
of the patient. Diseases such as Alzheimer's disease affect the memory of the patient. 

Another example is "viral-infection". The search for anti-viral compounds has 
been slow indeed. The record is filled with new compounds that were highly touted only 
to show no benefit in human efficacy clinical trials. This reason for this is made clear by 
the first paragraph in the chapter titled "Antiviral Agents" in "Fields Virology, 3 rd Ed." 
The approaches that have been fruitful take advantage of precisely defined molecular 
features of the virus and have resulted in effective therapy for herpes and AIDS. As is 
pointed out in the last paragraph of page 431 of "Fields Virology, 3 rd Ed": "The best 
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targets for inhibition by antiviral are theoretically molecules serving a function unique to 
the virus". It is optimistic in the extreme to believe that given the history of anti-viral 
research that an agent will be effective on such a diverse class of viruses that share 
physical but not molecular features. The rejected claims call for the treatment of viruses 
generally. Despite intensive efforts, pharmaceutical science has been unable to find a 
way of getting a compound to be effective for the treatment of viruses generally. 

Under such circumstances, it is proper for the PTO to require evidence that such 
an unprecedented feat has actually been accomplished, In re Ferens, 163 USPQ 609. No 
such evidence has been presented in this case. The failure of skilled scientists to achieve 
a goal is substantial evidence that achieving such a goal is beyond the skill of 
practitioners in that art, Genentech vs. Novo Nordisk, 42 USPQ2nd 1001, 1006. 

Regarding claims 50-58 drawn to inhibiting CDK1-CDK9 activities, Applicants 
state that these claims are drawn to inhibition of CDK in the patient regardless of the 
level of CDK activity the patient is expressing. Applicants have not said why one would 
want to do this or whether this is done for everybody. The basis of this rejection is the 
same as given in the previous office action and is incorporated herein fully by reference. 
Claim 47 also falls under this rejection. 

Similarly, in claim 44, it is not known who needs modulation or what benefit is to 
be gained by modulating the level of cellular RNA and DNA synthesis in a patient. How 
can one skilled in the art identify the patient that needs such modulation? 
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As U.S. Court of Customs and Patent Appeals stated In reDiedrich 138 USPQ at 
130, quoting with approval from the decision of the board: "We do not believe that it was 
the intention of the statutes to require the Patent Office, the courts, or the public to play 
the sort of guessing game that might be involved if an applicant could satisfy the 
requirements of the statutes by indicating the usefulness of a claimed compound in terms 
of possible use so general as to be meaningless and then, after his research or that of his 
competitors has definitely ascertained an actual use for the compound, adducing evidence 
intended to show that a particular specific use would have been obvious to men skilled in 
the particular art to which this use relates." 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongU 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogek 
All F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

Claim 1 is provisionally rejected under the judicially created doctrine of 

obviousness-type double patenting as being unpatentable over claims 1-22 of copending 

Application No. 10/000,820. Although the conflicting claims are not identical, they are 

not patentably distinct from each other because the instant claims are embraced by the 

claims of Application 10/000,820. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle, Ph.D. whose telephone number is 571-272- 
0668. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund J. Shah can be reached on 571-272-0674. The fax phone number for 
the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



1235. 
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